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DETAILED ACTION 

Claims 1,2,4, 5, 7, 9,10,1 4, 21 , 24, 26, 28, 32 and 34-36 are currently pending 
in the instant application. Applicants have cancelled claims 16, 20, 22 and 23 in an 
amendment filed on January 6, 2009. Claims 1 , 2, 4, 5, 7, 9, 1 0, 1 4, 21 , 24 and 26 are 
considered allowable and claims 28, 32 and 34-36 are being rejected in this Office 
Action. 

I. Response to Arguments/Remarks 

Applicants' amendment, filed on January 6, 2009, has overcome the rejection of 
claims 1, 2, 4, 5, 7, 9, 10, 14, 16 and 20-24 under 35 USC 112, first paragraph as not 
being enabled for a solvate of a compound of formula (I) and the objection of claims 1 ,2, 
4, 5, 7, 9, 10, 14, 16 and 20-24 as containing non-elected subject matter. The above 
rejection and objection have been withdrawn. 

Claims 1, 2, 4, 5, 7, 9, 10, 14, 21, 24 and 26 are directed to an allowable product. 
Pursuant to the procedures set forth in MPEP § 821 .04(B), claims 28, 32 and 34-36 
directed to the process of making or using an allowable product, previously withdrawn 
from consideration as a result of a restriction requirement, are hereby rejoined and fully 
examined for patentability under 37 CFR 1.104. 

Because all claims previously withdrawn from consideration under 37 CFR 1 .142 
have been rejoined, the restriction requirement as set forth in the Office action 
mailed on August 30, 2007 is hereby withdrawn. In view of the withdrawal of the 
restriction requirement as to the rejoined inventions, applicant(s) are advised that if any 
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claim presented in a continuation or divisional application is anticipated by, or includes 
all the limitations of, a claim that is allowable in the present application, such claim may 
be subject to provisional statutory and/or nonstatutory double patenting rejections over 
the claims of the instant application. Once the restriction requirement is withdrawn, the 
provisions of 35 U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 121 1 , 
1 21 5, 1 70 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

II. Information Disclosure Statement 

The information disclosure statement (IDS) submitted on October 3, 2008 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the examiner. 

III. Rejection(s) 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 28, 32 and 34-36 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue". 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 
In the instant case, 

The nature of the invention 
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The nature of the invention is a method of treating a leukotriene-mediated 
medical condition or a method of preventing or reducing the risk for a leukotriene- 
mediated medical condition. 

The state of the prior art and the predictability or lack thereof in the art 

The state of the prior art is that the pharmacological art involves screening in 
vitro and in vivo to determine which compounds exhibit the desired pharmacological 
activities (i.e. what compounds can treat which specific disease by what mechanism). 
There is no absolute predictability even in view of the seemingly high level of skill in the 
art. The existence of these obstacles establishes that the contemporary knowledge in 
the art would prevent one of ordinary skill in the art from accepting any therapeutic 
regimen on its face. 

The instant claimed invention is highly unpredictable as discussed below: 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F. 
2d 833, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is 
the more specific enablement is necessary in order to satisfy the statute. In the instant 
case, the instant claimed invention is highly unpredictable since one skilled in the art 
would recognize that in regards to therapeutic effects of cognitive disorders by inhibiting 
FLAP would make a difference. 

Applicants are claiming a method of treating a leukotriene-mediated medical 
condition or a method of preventing or reducing the risk for a leukotriene-mediated 
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medical condition. Further, applicants fail to identify diseases or disorders that can be 
treated by inhibiting FLAP by using the claimed invention. 

According to Applicants specification, the diseases or conditions that are 
mediated by leukotriene include pulmonary disorders, allergies, allergic reactions, 
inflammation, pain, skin disorders, cardiovascular disorders, chronic lung diseases, 
multiple sclerosis, proliferation of myoblastic leukemia cells, hepatitis resulting from 
chemical, immunological or infectious stimuli, etc. (See pages 20-22). 

For example, Applicants' claims are drawn to a method of treating or preventing 
any type of hepatitis. Hepatitis is a swelling of the liver that makes it stop working well 
which can lead to scarring (cirrhosis) or cancer. Viruses cause most cases of hepatitis 
and the type of hepatitis is named for the virus that causes it such as hepatitis A, 
hepatitis B or hepatitis C. Drug or alcohol use can also lead to hepatitis and in other 
cases, your body mistakenly attacks its own tissues (See URL; 
http://www .nlm.nih.gov/mecllineplus/hepatitis.html). 

Treatment for hepatitis varies, depending on the type and severity of the disease. 
For instance, there is no specific therapy for acute hepatitis A infection. Therefore, 
prevention is the key and there is an effective vaccine available. In the case of 
hepatitis C, the most effective therapy is a drug combination consisting of pegylated 
inferno and ribavirin. The treatment is a form of chemotherapy and the ability to tolerate 
it varies widely for each person. A patient's response will depend on the particular type 
of hepatitis C, known as the genotype. There are at least three known genotypes of 
hepatitis C and genotypes 1 ,2 and 3 account for most cases in the US. There is 
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currently no vaccine for hepatitis C (See URL; 

http://www.ucsfhealth.org/adult/medicaLsei^ices/liver/viral/conditions/viralhep/treatment 
s.html). 

Hence, in the absence of a showing of correlation between all the diseases 
encompassed by the claims as capable of treatment or prevention by inhibiting FLAP 
one of skill in the art is unable to fully predict possible results from the administration of 
the compound of the claims due to the unpredictability of the role of FLAP and, for 
example, since it is no known vaccine hepatitis C and treatment protocols for hepatitis 
depend on the type and severity of the disease. 

The amount of direction present and the presence or absence of working 
examples 

The only direction or guidance present in the instant specification is the listing of 
several diseases applicant considers as treatable by the claimed invention found on 
pages 20-22. There are no working examples present for the treatment of any disease 
or disorder by inhibiting FLAP. 

Pharmacological activity in general is a very unpredictable area. Note that in 
cases involving physiological activity such as the instant case, "the scope of enablement 
obviously varies inversely with the degree of unpredictability of the factors involved." 
See In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 

The breadth of the claims 
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The breadth of the claims is drawn to a method of treating a leukotriene- 
mediated medical condition or a method of preventing or reducing the risk for a 
leukotriene-mediated medical condition. 

The quantity of experimentation needed 

The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine what diseases out of all conditions such as pulmonary 
disorders, allergies, allergic reactions, inflammation, pain, skin disorders, cardiovascular 
disorders, chronic lung diseases, multiple sclerosis, proliferation of myoblastic leukemia 
cells, hepatitis resulting from chemical, immunological or infectious stimuli, etc. would 
be benefited by the inhibition of FLAP would furthermore then have to determine which 
of the claimed compounds in the instant invention would provide treatment of the 
diseases. 

The level of the skill in the art 

The level of skill in the art is high. However, due to the unpredictability in the 
pharmaceutical art, it is noted that each embodiment of the invention is required to be 
individually assessed for physiological activity by in vitro or in vivo screening to 
determine which compounds exhibit the desired pharmacological activity and which 
diseases would benefit from this activity. 

The specification fails to provide sufficient support of the broad use of the 
claimed compounds of the invention in a method of treating a leukotriene-mediated 
medical condition or a method of preventing or reducing the risk for a leukotriene- 
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mediated medical condition. As a result necessitating one of skill to perform an 
exhaustive search for which diseases can be treated by what compounds of the 
invention in order to practice the claimed invention. 

Genentech Inc. v. Novo Nordisk A/S (CA FC) 42 USPQ2d 1001 , states that "a 
patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may 
not be workable". 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

This rejection can be overcome, for example, by deleting the method claims. 

IV. Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 7:00 AM-3:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Shawquia Young/ 
Examiner, Art Unit 1626 
/Rebecca L Anderson/ 
Primary Examiner, Art Unit 1626 



